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DETAILED ACTION 

Claims 1-12 are pending. 
Election/Restrictions 
Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-6, drawn to a method of treating acne comprising administering a 
composition comprising nicotinamide and nicotinic acid, classified in class 424, 
subclass 401. 

II. Claims 7-12, drawn to a topical carrier comprising nicotinamide and nicotinic 
acid, classified in class 424, subclass 70. 1 . 

The inventions are distinct, each from the other because of the following reasons: 

Inventions I and II are related as product and process of use. The inventions can be 
shown to be distinct if either or both of the following can be shown: (1) the process for using the 
product as claimed can be practiced with another materially different product or (2) the product 
as claimed can be used in a materially different process of using that product. See MPEP 
§ 806.05(h). In the instant case, the topical composition comprising nicotinamide and nicotinic 
acid can be used in a materially different process such as hair treatment compositions for hair 
growth. 

Because these inventions are independent or distinct for the reasons given above and 
there would be a serious burden on the examiner if restriction is not required because the 
inventions require a different field of search (see MPEP § 808.02), restriction for examination 
purposes as indicated is proper. 
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Because these inventions are independent or distinct for the reasons given above and 
there would be a serious burden on the examiner if restriction is not required because the 
inventions have acquired a separate status in the art due to their recognized divergent subject 
matter, restriction for examination purposes as indicated is proper. 

Because these inventions are independent or distinct for the reasons given above and 
there would be a serious burden on the examiner if restriction is not required because the 
inventions have acquired a separate status in the art in view of their different classification, 
restriction for examination purposes as indicated is proper. 

During a telephone conversation with Attorney Fleming on November 2006 a provisional 
election was made with traverse to prosecute the invention of I, claims 1-6. Affirmation of this 
election must be made by applicant in replying to this Office action. Claims 7-12 withdrawn 
from further consideration by the examiner, 37 CFR 1.142(b), as being drawn to a non-elected 
invention. 

Claim Rejections - 35 USC § 103 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 1-3 and 5-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bernstein (4,505,896). 
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Bernstein teaches a method of treating acne vulgaris comprising application of an 
"effective amount of nicotinic acid or nicotinamide or a combination thereof with sulfur, 
salicylic acid, benzoyl peroxide, erythromycin, clindamycin or vitamin A. see column 1, lines 
60-68. Bernstein teaches the use of nicotinic acid and nicotinamide in an amount from 1 to 10%. 
See column 2, lines 10-25. Example 9 teaches the us of 1%, 5%, or 10% of nicotinic acid and 
nicotinamide. 

Bernstein does not exemplify a composition comprising nicotinic acid and nicotinamide; 
however it would have been obvious to one of ordinary skill in the art at the time the invention 
was made to look to the guidance provided by Bernstein and utilize a composition comprising 
nicotinic acid and nicotinamide to treat acne. One would have been motivated to do so with a 
reasonable expectation of success since Bernstein suggests the combination of nicotinic acid and 
nicotinamide. Therefore, the combination of nicotinic acid and nicotinamide to treat acne is 
prima facie obvious in view of Bernstein's teachings. 

With regard to the claimed range of "less than 1%" in claim 1 and 0.005-0.7% in claim 3, 
Bernstein teaches the use of nicotinic acid in an amount of 1%, the manipulation of this 
concentration is considered obvious absence the unexpectedness of the instantly claimed amount. 
With regard to claim 3,"0.7%" is considered to be obvious over Bernstein's teaching of 1% 
absent the showing of the unexpectedness of 0.7% versus 1%. "Generally, differences in 
concentration or temperature will not support the patentability of subject matter encompassed by 
the prior art unless there is evidence indicating such concentration or temperature is critical. 
"[W]here the general conditions of a claim are disclosed in the prior art, it is not inventive to 
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discover the optimum or workable ranges by routine experimentation." In re Aller, 220 F.2d 454, 
456, 105 USPQ 233, 235 (CCPA 1955). 

Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bernstein 
(4,505,896) in view of Scivoletto (6,248,763). 

The teaching of Bernstein have been set forth above. 
Bernstein does not teach 0.05-0.2% nicotinic acid. 

Scivoletto teaches a composition comprising nicotinic acid, nicotinamide, and nicotinic 
esters as the active ingredient to treat skin disorders including acne. See abstract. Scivoletto 
teaches the use of nicotinic acid in the amount of 0.01-1%. See examples. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to combine the teachings of Bernstein and Scivoletto and utilize the instant nicotinic 
acid concentration. One would have been motivated to do so since Scivoletto teaches the 
nicotinic acid for the treatment of acne in the amount of 0.01-1%. Scivoletto teaches the same 
compound in the instant range for the same purpose. Thus, it is prima facie obvious to utilize the 
instant range since the prior art teaches the effective range of nicotinic acid for the same purpose. 

Claims 1-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Scivoletto et al (6,429,218) in view of Bernstein (4,505,896). 

Scivoletto teaches a composition for reducing enlarged pores, minimizing fine lines, 
penetration of moisturizer ingredients, shrinking of pimples, removal of blackheads and other 
unwanted dirt under the skin comprising niacin (nicotinic acid). See column 1, lines 39-45 and 
column 2, lines 15-20. The examples teach a composition comprising 0.01-2.5% methyl 
nicotinate and 0.01-2.5% nicotinic acid, among other ingredients. See column 3. Scivoletto 
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teaches the addition of 0.01-3% nicotinic acid and nicotinic acid amides (nicotinamide) in the 
amount of 0.01-20% to the "base formula" to increase the flushing and reddening provided by 
the composition. Scivoletto teaches for acne other active agents such as salicylic acid may be 
used. See column 4, lines 10-16. 

Although Scivoletto teaches the method of shrinking pimples, Scivoletto does not 
specifically teach the treatment of acne vulgaris. 

Bernstein teaches a method of treating acne vulgaris comprising application of an 
effective amount of nicotinic acid or nicotinamide. See abstract. Bernstein teaches the use of 
nicotinic acid and nicotinamide in an amount from 1 to 10%. See column 2 5 lines 10-25. 
Example 9 teaches the us of 1%, 5%, or 10% of nicotinic acid and nicotinamide. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to combine the teachings of Scivoletto and Bernstein and utilize Scivoletto's 
composition to specifically treat acne vulgaris. One would have been motivated to do so since 
Bernstein teaches nicotinamide and nicotinic acid are effective in treating acne vulgaris. Further, 
a skilled artisan would have reasonably expected success since Scivoletto teaches the 
composition is effective in shrinking pimples, a symptom of acne, and active ingredients for 
treating skin disorders such as acne may also be utilized. 

With regard to claim 5-6, Scivoletto suggests further utilizing active agents such as 
salicylic acid in the nicotinic acid and nicotinic acid amide composition . 

Conclusion 

Claims 1-6 are rejected. Claims 7-12 are withdrawn as being directed to a non-elected 
invention. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sharmila S. Gollamudi whose telephone number is 571-272- 
0614. The examiner can normally be reached on M-F (8:00-5:30), alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Sharmila S. Gollamudi 

Examiner 

Art Unit 1616 



